
y'i1og43 P'r

CRIESCENT® Spinal System Titanium
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July 2011

I. COMPANY: Medtronic Sofamor Danek USA
1800 Pyramid Place
Memphis, Tennessee 38132

II. CONTACT: Becky Ronner
Regulatory Affairs Specialist
Telephone: (901) 399-2757
Fax: (901) 346-9738

111. PROPOSED PROPRIETARY
TRADE NAME: CRESCENT® Spinal System

Titanium

IV. CLASSIFICATION NAMES: Intervertebral Body Fusion Device

CLASS: II

PRODUCT CODE: MAX (21 CFR 888.3080)

V. PRODUCT DESCRIPTION:
The CRESCENT® Spinal System Titanium is intended to help provide support in
the intervertebral body space during fusion of vertebral bodies in the lumbar spine.
This system is intended to be used with supplemental fixation.
The CRESCENT® Spinal System Titanium consists of a variety of hollow
intervertebral body spacers featuring a bullet nosed, anatomically shaped design
with axial voids designed to hold bone graft material. The subject devices are
designed with diamond V teeth across both superior and inferior surfaces to allow
the implant to grip the superior and inferior end plates, thus allowing expulsion
resistance. The subject devices are manufactured from anodized medical grade
titanium alloy (Ti-6A1-4V).

The purpose of this submission is to add CRESCENT® Spinal System Titanium
intervertebral body fusion devices to the CRESCENT® Spinal System family.

VI. INDICATIONS FOR USE:
The CRESCENT® Spinal System Titanium is indicated for interbody fusion with
autogenous bone graft in patients with degenerative disc disease (DDD) at one or
two contiguous levels from L2 to S1. These DDD patients may also have up to
Grade 1 spondylolisthesis or retrolisthesis at the involved levels. DDD is defined



as discogenic back pain with degeneration of the disc confirmed by history and
radiographic studies. These patients should be skeletally mature and have had six
months of non-operative treatment. These implants are to be used with
autogenous bone graft. These devices are intended to be used with Medtronic
supplemental fixation instrumentation which has been cleared by the FDA for use
in the lumbar spine.

VII. Summary of the Technological Characteristics:
The purpose of this Special 5 10(k) submission is to include Titanium Alloy
Intervertebral body Fusion Device into the CRESCENT®M Spinal System family.
The current CRESCENT® Spinal System is offered in polyetheretherketone
(PEEK) material. The design is essentially the same fundamental technology with
minor dimensional changes.

VII!. Identification of Legally Marketed Devices:
The design features and indications for use for the subject CRESCENT® Spinal
System Titanium are substantially equivalent to the following predicates:

" CRESCENT® Spinal System K094025
" LT-CAGE® Titanium Lumbar Tapered Fusion Device P9710015/S0lO
" CLYDESDALE® Spinal System K100175
" CAPSTONE® Spinal System K073291

IX. Discussion of Non-Clinical Testing:
The subject Intervertebral Body Fusion Devices were tested using Finite Element
Analysis (FEA) and confirmatory supplemental testing in accordance with ASTM
F2077 and ASTM F2267. This testing was compared to previously listed
predicate devices. The subject devices met the predetermined acceptance criteria
for all tests. Tests results were provided to demonstrate that the subject devices
are substantially equivalent to the predicate devices.

X. Conclusion:
A risk analysis was completed, non-clinical validated FEA simulated testing was
performed and confirmatory supplemental testing in accordance with ASTM
F2077 and ASTM F2267. Based on the test results and additional supporting
documentation provided in this premarket notification, the subject devices
demonstrated substantial equivalence to listed predicate devices.
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Dear Ms. Ronner:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. Trhe
general controls provisions of the Act include requirements for annual registration, liisting of
devices, good manuflacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDI-l does not evaluate information related to contract liability
warranties. We remind you;, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
Found in the Code of Federal Regulations. Title 21,. Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

P~lease be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
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ort any Federal statutes and regulations administered by other Federal agencies. You mu1Lsi

comply with all the Act's reqIuiremenC1ts, includng, but not liminited to: registration and listing (2 1
CUR lPart 807); labelIing (21 CER Part 801); medical device reportinga (reporting of medical
device-related adverse events) (2 1 CFRZ 803); good mnanufacting practice requirements as set
forth in thle qlualIity systemns (QS) regul at ion (21 CFR Part 820); and if applIicable , the elIectronic
product radi at ion cottrolI provis ions (Sections 531-542 of the Act); 21 CUR 1000-1050.

If you desire speciflie advice for your device Onl Our labeling regulation (21 CFRZ Part 801), please
go to litt):H//wvw. fda.gov/\bouitFDA/CeintesOfices/CDRI-/CDRI-IOffices/uicim 11580§. him for
the Center for Devices and Radiological HeIalth's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21 CUR Part
807.97). For questions regarding the reporting of adverse events uinder the M DR regulation (21
CURZ Part 803)), please go to
htti://vwvw.fcla.Leov,/\,ecdicail~evices/Saf'ety/RelnortaPi-obleim/defau~lt.lltln for the CDRE-I' s Office
Of Surveillance and Biometrics/Division of Postruarket Surveillance.

You may obtain other general informnation on your responsibilities uinder the Act fromt the
Division of Small ManlU facturers, International and Consumer Assistance at its toll-free number
(800) 638-204 1 or (301 ) 796-7100 or at its Internet address
lhttl://wvww,\.t'ca.gov/N\'lecical Devices/ResouircesforYou/Ilndustr-y/default~lhtni.

Sincerely yours,

Mark N 1ekerson (Vf
Director
Division of Surgical, Orthopedic

and Restorative Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



510(k) Number (if known): IK\\ OSH 3

Device Name: CRESCENT® Spinal System Titanium

Indications for Use:

The CRESCENT® Spinal System Titanium is indicated for interbody

fusion with autogenous bone graft in patients with degenerative disc

disease (ODD) at one or two contiguous levels from L2 to Si. These DDD
patients may also have up to Grade 1 spondylolisthesis or retrolisthesis at

the involved levels. DDD is defined as discogenic back pain with

degeneration of the disc confirmed by history and radiographic studies.
These patients should be skeletally mature and have had six months of

non-operative treatment. These implants are to be used with autogenous

bone graft. These devices are intended to be used with Medtronic

supplemental fixation instrumentation which has been cleared by the FDA

for use in the lumbar spine.

Prescription Use __ AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)
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Concurrence of CDRH, Office of Device Evaluation

(ODE)
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